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§207.37

(3) The dosage form;

(4) A change in the drug’s status, be-
tween prescription and mnonprescrip-
tion, or for animal drugs, between pre-
scription, nonprescription, or veteri-
nary feed directive (VFD) status;

(5) A change in the drug’s intended
use between human and animal; or

(6) The drug’s distinguishing charac-
teristics such as size, shape, color, code
imprint, flavor, and scoring (if any).

(c) When there is a change only to
the package size or type, including the
immediate unit-of-use container, if
any, the proposed new NDC must in-
clude only a new package code and re-
tain the existing product code unless
all available package codes have al-
ready been combined with the existing
product code in NDCs assigned by FDA.

§207.37 What restrictions pertain to
the use of the NDC?

(a) A product may be deemed to be
misbranded if an NDC is used:

(1) To represent a different drug than
the drug for which the NDC has been
assigned, as described in §207.33;

(2) To denote or imply FDA approval
of a drug; or

(3) On products that are not subject
to parts 207, 607 of this chapter, or 1271
of this chapter, such as dietary supple-
ments and medical devices.

(b) If marketing is resumed for a dis-
continued drug, and no changes have
been made to the drug that would re-
quire a new NDC under §207.35, the
drug must have the same NDC that was
assigned to it as described in §207.33,
before marketing was discontinued.

Subpart D—Listing

§207.41 Who must list drugs and what
drugs must they list?

(a) BEach registrant must list each
drug that it manufactures, repacks, re-
labels, or salvages for commercial dis-
tribution. Each domestic registrant
must list each such drug regardless of
whether the drug enters interstate
commerce. When operations are con-
ducted at more than one establish-
ment, and common ownership and con-
trol exists among all the establish-
ments, the parent, subsidiary, or affil-
iate company may submit listing infor-
mation for any drug manufactured, re-
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packed, relabeled, or salvaged at any
such establishment. A drug manufac-
tured, repacked, or relabeled for pri-
vate label distribution must be listed
in accordance with paragraph (c) of
this section.

(b) Registrants must provide listing
information for each drug in accord-
ance with the listing requirements de-
scribed in §§207.49, 207.53, and 207.54
that correspond to the activity or ac-
tivities they engage in for that drug.

(c)(1) For both animal and human
drugs, each registrant must list each
drug it manufactures, repacks, or re-
labels for commercial distribution
under the trade name or label of a pri-
vate label distributor using an NDC
that includes such private label dis-
tributor’s labeler code.

(2) Additionally, in the case of human
drugs, each registrant must list each
human drug it manufactures, repacks,
or relabels using an NDC that includes
the registrant’s own labeler code, re-
gardless of whether the drug is com-
mercially distributed under the reg-
istrant’s own label or trade name or
under the label or trade name of a pri-
vate label distributor.

§207.45 When, after initial registration
of an establishment, must drug list-
ing information be submitted?

For each drug being manufactured,
repacked, relabeled, or salvaged for
commercial distribution at an estab-
lishment at the time of initial registra-
tion, drug listing information must be
submitted no later than 3 calendar
days after the initial registration of
the establishment.

§207.49 What listing information must
a registrant submit for a drug it
manufactures?

(a) BEach registrant must provide the
following listing information for each
drug it manufactures for commercial
distribution.

(1) The appropriate NDC(s), as de-
scribed in §207.33, that include all
package code variations. In the case of
human drugs, the appropriate NDC(s)
submitted under this paragraph include
the registrant’s labeler code. In the
case of animal drugs, the appropriate
NDC(s) submitted under this paragraph
include the registrant’s labeler code,
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except that when the drug is manufac-
tured for commercial distribution
under the trade name or label of a pri-
vate label distributor, the appropriate
NDC(s) for animal drugs include the
private label distributor’s labeler code;

(2) Package type and volume infor-
mation corresponding to the package
code segment of the NDC;

(3) The listed drug’s established name
and proprietary name, if any;

(4) The name and quantity of each ac-
tive pharmaceutical ingredient in the
listed drug;

(5) The name of each inactive ingre-
dient in the listed drug, along with any
assertions of confidentiality associated
with individual inactive ingredients;

(6) The dosage form;

(7) The drug’s approved U.S. applica-
tion number, if any;

(8) The drug type (e.g., as applicable,
finished vs. unfinished, human vs. ani-
mal, prescription vs. nonprescription);

(9) In the case of an unfinished drug,
the number assigned to the Drug Mas-
ter File or Veterinary Master File, if
any, that describes the manufacture of
the drug;

(10) For each drug that is subject to
the imprinting requirements of part 206
of this chapter including products that
are exempted under §206.7(b), the
drug’s size, shape, color, scoring, and
code imprint (if any);

(11) The route or routes of adminis-
tration of the drug;

(12) For each drug bearing an NDC:

(i) The name and Unique Facility
Identifier of the establishment where
the registrant who lists the drug manu-
factures it and the type of operation
performed on the drug at that estab-
lishment, and

(ii) The name and Unique Facility
Identifier of every other establishment
where manufacturing is performed for
the drug and the type of operation per-
formed at each such establishment.
This includes all establishments in-
volved in the production of each unfin-
ished drug received by the registrant
for use in the production of the drug
being listed. The names, Unique Facil-
ity Identifiers, and type of operations
for establishments involved in produc-
tion of each unfinished drug received
by the registrant for use in the produc-
tion of the drug being listed may be

§207.49

provided by including the properly as-
signed and listed NDC for such unfin-
ished drug.

(13) The schedule of the drug under
section 202 of the Controlled Sub-
stances Act, if applicable;

(14) Advertisements:

(i) A representative sampling of ad-
vertisements for a human prescription
drug that is not subject to section 5056
of the Federal Food, Drug, and Cos-
metic Act or section 351 of the Public
Health Service Act;

(ii) If FDA requests it, for good
cause, a copy of all advertisements for
a human prescription drug that is not
subject to section 505 of the Federal
Food, Drug, and Cosmetic Act or sec-
tion 351 of the Public Health Service
Act, including those advertisements
described in §202.1(7)(1) of this chapter.
Such advertisements must be sub-
mitted within 30 calendar days after
FDA’s request.

(15) For drugs bearing the NDC(s) re-
ported under paragraph (a)(1) of this
section, except those drugs manufac-
tured exclusively for private label dis-
tribution and not distributed under the
registrant’s own name and label, pro-
vide the following labeling, as applica-
ble:

(i) Human prescription drugs. All cur-
rent labeling except that only one rep-
resentative container or carton label
need be submitted where differences
exist only in the quantity of contents
statement or the bar code. This label-
ing submission must include the con-
tent of labeling, as defined in §207.1(b).

(ii) Human nonprescription drugs. (A)
For each human nonprescription drug
subject to section 505 of the Federal
Food, Drug, and Cosmetic Act or sec-
tion 351 of the Public Health Service
Act, all current labeling, except that
only one representative container or
carton label need be submitted where
differences exist only in the quantity
of contents statement or the bar code.
This labeling submission must include
the content of labeling, as defined in
§207.1(b).

(B) For each human nonprescription
drug not subject to section 505 of the
Federal Food, Drug, and Cosmetic Act
or section 351 of the Public Health
Service Act, the current label (except
that only one representative container
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or carton label need be submitted
where differences exist only in the
quantity of contents statement or the
bar code), the package insert (if any),
and a representative sampling of any
other labeling. This labeling submis-
sion must include the content of label-
ing as defined in section §207.1(b).

(iii) Animal drugs. (A) For each ani-
mal drug that is subject to section 512
of the Federal Food, Drug, and Cos-
metic Act, which includes, but is not
limited to, new animal drugs that have
been approved, conditionally approved,
or indexed under sections 512, 571, or
572 of the Federal Food, Drug, and Cos-
metic Act, a copy of all current label-
ing (except that only one representa-
tive container or carton label need be
submitted where differences exist only
in the quantity of contents statement),
including the content of labeling as de-
fined in §207.1(b);

(B) For all other animal drugs, a
copy of the current label (except that
only one representative container or
carton label need be submitted where
differences exist only in the quantity
of contents statement), the package in-
sert, the content of labeling as defined
in §207.1(b), and a representative sam-
pling of any other labeling;

(iv) All other listed drugs. For all other
listed drugs, including unfinished
drugs, the label (if any), except that
only one representative label need be
submitted where differences exist only
in the quantity of contents statement.

(16) Listing submissions described in
§207.41(c)(2) for human drugs manufac-
tured for private label distribution
must include all information specified
in §207.49(a)(2) through (14) and:

(i) The appropriate NDC(s) (as de-
scribed in §207.33) that include the pri-
vate label distributor’s labeler code
and all package code variations;

(ii) The name, mailing address, tele-
phone number, and email address of the
private label distributor; and

(iii) For drugs bearing the NDC(s) re-
ported under paragraph (a)(16)(i) of this
section, labeling as described in para-
graph (a)(15) of this section that ac-
companies the private label distribu-
tor’s product.

(b) Additionally, each registrant is
requested, but not required, to provide
the following information for each
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human drug it manufactures for com-
mercial distribution:

(1) The drug’s over-the-counter
monograph reference, if any; and

(2) The date on which the drug was or
will be introduced into commercial dis-
tribution.

§207.53 What listing information must
a registrant submit for a drug that
it repacks or relabels?

Each registrant must provide the fol-
lowing listing information for each
drug it repacks or relabels:

(a) NDC. The appropriate NDC(s), as
described in §207.33, that include the
registrant’s labeler code and all pack-
age code variations;

(b) Source NDC. The NDC assigned to
each finished drug received by the reg-
istrant for repacking or relabeling,
with the exception of medical gases.
Each such NDC must be associated
with the corresponding NDC(s) for re-
packed or relabeled drugs, reported
under paragraph (a) of this section.

(c) Name and Unique Facility Identi-
fier. For each drug identified by an
NDC reported under paragraph (a) of
this section, the name and Unique Fa-
cility Identifier of every establishment
where repacking or relabeling is per-
formed for the drug and the type of op-
eration (repacking vs. relabeling) per-
formed at each such establishment.

(d) Labeling. For each drug identified
by an NDC reported under paragraph
(a) of this section, except those human
drugs repacked or relabeled exclusively
for private label distribution and not
distributed under the registrant’s own
name and label, provide the following:

(1) Human prescription drugs. All cur-
rent labeling for the repacked or re-
labeled drug except that only one rep-
resentative container or carton label
need be submitted where differences
exist only in the quantity of contents
statement or the bar code. This label-
ing submission must include the con-
tent of labeling, as defined in section
§207.1(b).

(2) Human mnonprescription drugs. (i)
For each human nonprescription drug
subject to section 505 of the Federal
Food, Drug, and Cosmetic Act or sec-
tion 351 of the Public Health Service
Act, all current labeling, except that
only one representative container or
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carton label need be submitted where
differences exist only in the quantity
of contents statement or the bar code.
This labeling submission must include
the content of labeling, as defined in
§207.1(b).

(ii) For each human nonprescription
drug not subject to section 505 of the
Federal Food, Drug, and Cosmetic Act
or section 351 of the Public Health
Service Act, the current label (except
that only one representative container
or carton label need be submitted
where differences exist only in the
quantity of contents statement or the
bar code), the package insert (if any),
and a representative sampling of any
other labeling. This labeling submis-
sion must include the content of label-
ing as defined in §207.1(b).

(3) Animal drugs. (i) For each animal
drug that is subject to section 512 of
the Federal Food, Drug, and Cosmetic
Act, which includes but is not limited
to, new animal drugs that have been
approved, conditionally approved, or
indexed under sections 512, 571, or 572 of
the Federal Food, Drug, and Cosmetic
Act, a copy of all current labeling (ex-
cept that only one representative con-
tainer or carton label need be sub-
mitted where differences exist only in
the quantity of contents statement),
including the content of labeling as de-
fined in §207.1(b);

(ii) For all other animal drugs, a
copy of the current label (except that
only one representative container or
carton label need be submitted where
differences exist only in the quantity
of contents statement), the package in-
sert, the content of labeling as defined
in §207.1(b), and a representative sam-
pling of any other labeling;

(4) All other. For all other listed
drugs, including unfinished drugs, the
label (if any), except that only one rep-
resentative label need be submitted
where differences exist only in the
quantity of contents statement.

(e) Adwvertisements. (1) A representa-
tive sampling of advertisements for a
human prescription drug that is not
subject to section 505 of the Federal
Food, Drug, and Cosmetic Act or sec-
tion 351 of the Public Health Service
Act;

(2) If we request it for good cause, a
copy of all advertisements for a par-

§207.55

ticular drug described in paragraph
(e)(1) of this section, including adver-
tisements described in §202.1(1)(1) of
this chapter. Such advertisements
must be submitted within 30 calendar
days after our request.

(f) Private label distributor products. A
listing submission for a human drug
distributed by a private label dis-
tributor described in §207.41(c)(2) must
include information specified in
§207.563(b) through (e) as applicable and:

(1) The appropriate NDC(s) (as de-
scribed in §207.33) that include the pri-
vate label distributor’s labeler code
and all package code variations;

(2) The name, mailing address, tele-
phone number, and email address of the
private label distributor; and

(3) For drugs bearing the NDC(s) re-
ported under paragraph (f)(1) of this
section, labeling as described in para-
graphs (d)(1) through (4) of this section,
as applicable, that accompanies the
private label distributor’s product.

§207.54 What listing information must
a registrant submit for a drug that
it salvages?

A registrant who also relabels or re-
packs a drug that it salvages must list
the drug it relabels or repacks in ac-
cordance with §207.53 rather than in ac-
cordance with this section. A reg-
istrant who performs only salvaging
with respect to a drug must provide the
following listing information for that
drug.

(a) The NDC assigned to the drug im-
mediately before the drug is received
by the registrant for salvaging;

(b) The lot number and expiration
date of the salvaged drug product; and

(c) The name and Unique Facility
Identifier for each establishment where
the registrant salvages the drug.

§207.55 What additional drug listing
information may FDA require?

For a particular listed drug, upon our
request, the registrant must briefly
state the basis for its belief that the
drug is not subject to section 505 or 512
of the Federal Food, Drug, and Cos-
metic Act or section 351 of the Public
Health Service Act.
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§207.57 What information must reg-
istrants submit when updating list-
ing information and when?

Registrants must review and update
listing information at a minimum, as
follows:

(a) Registrants must provide listing
information at the time of annual es-
tablishment registration for any drug
manufactured, repacked, relabeled, or
salvaged by them for commercial dis-
tribution that has not been listed pre-
viously.

(b) Registrants must review and up-
date their drug listing information
each June and December. When doing
s0, registrants must:

(1)(i) Provide listing information, in
accordance with §§207.49, 207.53, and
207.54, for any drug manufactured, re-
packed, relabeled, or salvaged by them
for commercial distribution that has
not been previously listed;

(ii) Submit the date that they discon-
tinued the manufacture, repacking, re-
labeling or salvaging for commercial
distribution of a listed drug and pro-
vide the expiration date of the last lot
manufactured, repacked, relabeled, or
salvaged;

(iii) Submit the date that they re-
sumed the manufacture, repacking, or
relabeling for commercial distribution
of a drug previously discontinued, and
provide any required listing informa-
tion not previously submitted; and

(iv) Submit any material changes in
any information previously submitted
pursuant to §§207.49, 207.53, 207.54, or
other relevant sections of this part; or

(2) For each listed drug, certify that
no changes subject to reporting under
paragraph (b)(1)(iv) of this section have
occurred if no such changes have oc-
curred since the last review and up-
date. If a drug is discontinued and FDA
has received the information required
under paragraph (b)(1)(ii) of this sec-
tion, no further certifications are nec-
essary for the discontinued drug. After
initial electronic listing, registrants
may satisfy the listing update require-
ment with respect to unchanged listing
information by making a single ‘‘no
changes’ certification during the an-
nual registration update under
§207.29(b) applicable to all of the reg-
istrant’s listed drugs for which no
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changes have been made since the pre-
vious annual registration update.

(c) Registrants are encouraged to
submit listing information for every
drug subject to listing under this part
prior to commercial distribution and
are encouraged to update listing infor-
mation at the time of any change af-
fecting information previously sub-
mitted.

Subpart E—Electronic Format for
Registration and Listing

§207.61 How is registration and listing
information provided to FDA?

(a) Electronic format. (1) Except as
provided in §207.65, all information sub-
mitted under this part must be trans-
mitted to FDA in electronic format by
using our electronic drug registration
and listing system, in a form that we
can process, review, and archive. We
may periodically issue guidance on how
to provide registration and listing in-
formation in electronic format (speci-
fying for example method of trans-
mission, media, file formats, prepara-
tion, and organization of files).

(2) Information provided in electronic
format must comply with part 11 of
this chapter, except as follows:

(i) Advertisements and labeling, in-
cluding the content of labeling, re-
quired under this part are exempt from
the requirements in §11.10(a), (c)
through (h), and (k) of this chapter and
the corresponding requirements in
§11.30 of this chapter.

(ii) All other information submitted
under this part is exempt from the re-
quirements in §11.10(b), (c), and (e) of
this chapter and the corresponding re-
quirements in §11.30 of this chapter.

(b) English language. Drug establish-
ment registration and drug listing in-
formation must be provided in the
English language. The content of label-
ing must be provided at a minimum in
the English language. Where §201.15(c)
of this chapter permits product label-
ing solely in a foreign language, the
content of labeling must be submitted
in that language along with an accu-
rate English translation.
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